GRANT NUMBER DAMD17-96-1-6071

TITLE: Racial and Ethnic Differences in Breast Cancer Risk
Factors :

PRINCIPAL INVESTIGATION: Esther M. John, Ph.D.

CONTRACTING ORGANIZATION: Northern California Cancer Center
Union City, California 94587-6500

REPORT DATE: July 1997
TYPE OF REPORT: Annual

PREPARED FOR: Commander ‘
U.S. Army Medical Research and Materiel Command
Fort Detrick, Frederick, Maryland 21702-5012

DISTRIBUTION STATEMENT: Approved for public release;
distribution unlimited

The views, opinions and/or findings contained in this report are
those of the author(s) and should not be construed as an official
Department of the Army position, policy or decision unless so
designated by other documentation.

19971218 027 s




Form Approved

REPORT DOCUMENTATION PAGE OMB No. 0704-0188

i i for this collection of information Is estimated to average 1 hour ar response, including the time for reviewing instructions, searching existing data sources,

sgtbrtlecrir:gp grrz:lngmgilr’\rtg?r?ingorthf gata ?waded‘, and'com;geting at?\'d rgvigwlng t"‘levisr;;n G -': d‘ a no;'s Se?vaiggs Directorat’e‘ ::dl'r?f% rtm lasﬁlla)trl‘rgn ?ast'imgt: :J ag;o%rs\eq %”5‘3‘, f% g\g‘
i i i i estions for reducing this burden, to on Headqua y X < 3 .

chbei:‘mgh%;ctoéﬂ?g?lni&? erli:%t%‘:\g A 22202-4302, ae"d to the Office of Managgemem ar?d Budget, Paperwork Reduction Project (07 188}, Washington, DC 20503.

1. AGENCY USE ONLY (Leave blank) [2. REPORT DATE 3. REPORT TYPE AND DATES COVERED

July 1997 Annual (1 Jul 96 - 30 Jun 97)
4. TITLE AND SUBTITLE 5. FUNDING NUMBERS
Racial and Ethnic Differences in Breast Cancer Risk
Factors DAMD17-96-1-6071
6. AUTHOR(S}

Esther M. John, Ph.D.

7. PERFOF“MING ORGANIZATION NAME(S) AND ADDRESS(ES) - 8. PERFORMING ORGANIZATION
Northern California Cancer Center v REPORT NUMBER
Union City, California 94587-6500

9. SPONSORING/MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSORING/MONITORING
Commander AGENCY REPORT NUMBER

U.S. Army Medical Research and Materiel Command
Fort Detrick, Frederick, MD 21702-5012

11. SUPPLEMENTARY NOTES

12a. DISTRIBUTION / AVAILABILITY STATEMENT 12b. DISTRIBUTION CODE

Approved for public release; distribution unlimited

13. ABSTRACT Maximum 200

Data collection has begun for a population-based case-control study of breast cancer conducted
in the San Francisco Bay Area. Cases include African-American and white women aged 35-79
years and diagnosed with breast cancer between 1995 and 1998. Controls are identified through
random-digit dialing. Information on physical activity, sunlight exposure, dietary intake of vitamin
D and phytoestrogens, and other risk factors, is collected by in-person interview. The home visit
also includes measurements of anthropometry and skin pigmentation using a Chromameter. To
date, 200 interviews have been completed. Data from this study will be pooled with the data
collected in two on-going case-contro! studies that use the same methodology and questionnaire.
The combined data for an estimated 1600 cases and 1600 controls will allow us to examine the
risk factor profile among white (high risk), African-American {moderate risk}, and Latina (low risk)
women. We will compare the prevalence of risk factors among controls, and the magnitude of
relative risks associated with the risk factors being assessed. Performing attributable risk
calculations, we will estimate to what extent differences in the relative risk and/or prevalence of
risk factors account for the pronounced differences in breast cancer incidence rates in these
populations.

15. NUMBER OF PAGES
9
16. PRICE CODE

14. SUBJECT TERMS Breast Cancer , Physical activity, Phytoestrogens,
Vitamin D, Multiracial/ethnic, Epidemiology

17. SECURITY CLASSIFICATION |18. SECURITY CLASSIFICATION |19. SECURITY CLASSIFICATION |20. LIMITATION OF ABSTRAC'I]
OF REPORT OF THIS PAGE OF ABSTRACT
Unclassified Unclassified Unclassified Unlimited
-01- - Standard Fi 298 (Rev. 2-89
NSN 7540-01-280-5500 ‘ 5?32’3’235 N garg} 298 :’59-13 )




FOREWORD

Opinions, interpretations, conclusions and recommendations are
those of the author and are not necessarily endorsed by the U.S.
Army.

Where copyrighted material is quoted, perm1551on has been
obtained to use such material.

Where material from documents designated for limited
distribution is quoted, permission has been obtained to use the
material.

Citations of commercial organizations and trade names in
this report do not constitute an official Department of Army
endorsement or approval of the products or services of these
organizations.

In conducting research using animals, the investigator(s)
adhered to the "Guide for the Care and Use of Laboratory
Animals," prepared by the Committee on Care and Use of Laboratory
Animals of the Institute of Laboratory Resources, National
Research Council (NIH Publication No. 86-23, Revised 1985).

{H For the protection of human subjects, the investigator(s)
aNhered to policies of applicable Federal Law 45 CFR 46.

In conducting research utilizing recombinant DNA technology,
the investigator(s) adhered to current guidelines promulgated by
the National Institutes of Health.

In the conduct of résearch utilizing recombinant DNA, the
investigator(s) adhered to the NIH Guidelines for Research
Involving Recombinant DNA Molecules.

In the conduct of research involving hazardous organisms,
the investigator(s) adhered to the CDC-NIH Guide for Biosafety in
Microbiological and Biomedical Laboratories.

S /p/&(/ 7-26-57

PI - SlgnaQﬁre Date




| : .
\ ' Esther M. John, Ph.D.

TABLE OF CONTENTS

Page
1. INTRODUCTION . . . . . ... ... e e e e e e e e e 5
1.1. Background C e e e e e e e e e e e e e e e e 5
1.2. Purpose of On-going Research . . . . . .. ... .. .. 5
2:BODY....... .................. 6
2.1. Research Materials and Methods . . . . . . . . . . .. .. 6_
2.1.1. Study population . . . . . . . . ... ..o . 6
2.1.2. Data collection procedures . . . . . . . . . . .. 6
2.1.3. Datamanagement . . . . . . . . . . . . . . .. 7
2.2. Progress of On-going Data Collection . . . . . . . . . . .. 7
2.2.1. Data collection instruments . . . . . . . . . . .. 7
2.2.2. Interviewers . . . . . . . 0 . e a e e e e e e 7
2.2.3. Completed fieldwork . . . . ... ... ... .. 7
2.24. Completed field work vs. work scope . . . . . . . . 8
3. LITERATURE CITED . .' ................... 9




Esther M. John, Ph.D.

1. INTRODUCTION
1.1. Background

Breast cancer incidence rates in the San Francisco Bay Area are among the highest in
the world [1]. In 1994, breast cancer affected 125.1 per 100,000 white women, the racial-
ethnic group with the highest incidence rate, and as the leading incident cancer in women
accounted for 33% of all cancers diagnosed in women [2]. Although incidence rates (per
100,000) are lower in African-Americans (96.3), Latinas (74.3), and Asians (68 0), breast
cancer is the leading cancer in these populatlons as well [2].

The pronounced racial-ethnic differences in breast cancer incidence between Latinas,
African-Americans, and white women remain largely unexplained for several reasons: (1) Few
analytic studies with an etiologic focus have been conducted in Latina and African-American
populations [3-11]; (2) few breast cancer studies included non-white populations that were
large enough for separate analysis and racial-ethnic comparisons of risk factors [5,7,8]; and
(3) in the few studies that included African-American women only [3,4,6,9-11], the
comparison of risk factors with those of other racial-ethnic groups is limited by differences in
methodology and data collection instruments used in different studies. It therefore is not know
to what extent the differences in incidence rates are attributable to racial/ethnic differences in
(1) the magnitude of relative risks associated with known and suspected risk factors, (2) the
prevalence of known and suspected risk factors, (3) the magnitude of relative risks and/or
prevalence of risk factors yet to be identified, and (4) genetic susceptibility.

1.2. Purpose of On-going Research

The San Francisco Bay Area offers a unique opportunity to conduct etiologic research
in a multiracial/ethnic population given the large number of breast cancer cases diagnosed
each year, 25% of whom are non-white. The on-going population-based case-control study is
collecting interview data for African-American and white breast cancer cases and population
controls. It uses the same protocol and data collection instruments as two complementary
case-control studies that are on-going, one of which includes Latina women only (Pl: Dr.
Esther M. John), and the second of which includes Latina, African-American, and white
women (Pl: Dr. Pamela Horn-Ross). The three studies are administered as one single case-
control study..

The purpose of the on-going study is to collect interview data on a broad array of
known, suspected, and newly hypothesized factors, with the ultimate goal of pooling the data
from the three case-control studies. The pooled data will aliow us to examine racial/ethnic
differences in breast cancer risk factors in a large multiracial/ethnic population from a single
geographic area. This research will make a significant contribution to the lack of knowledge
about the etiology of breast cancer in non-white populations and will help elucidate the
reasons for the striking racial/ethnic differences in breast cancer incidence.



Esther M. John, Ph.D.

2. BODY
2.1. Research Materials and Methods
.2.1.1. Study population

Cases include women meeting the following eligibility criteria: (1) newly diagnosed
with histologically confirmed, primary invasive breast cancer; (2) no previous history of breast
cancer; (3) African-American or white (based on self-identification), aged 35-49 years at
diagnosis, and diagnosed between April 1, 1995 and July 31, 1998; (4) African-American or
white (based on self-identification) aged 50-79 years at diagnosis; and diagnosed between
April 1, 1995 and June 30, 1995 or between November 1, 1996 and July 31, 1998; (5) alive
at the time of contact; (6) residing in Alameda, Contra Costa, San Francisco, San Mateo, or
Santa Clara counties, California, at the time of diagnosis.

Women with newly diagnosed breast cancer are identified through the two population-
based cancer registries operated by the Northern California Cancer Center. Confidential
information on newly diagnosed breast cancer cases is obtained from the registries about
every 6 weeks. Based on recent registry data, we anticipate that 500 African-American and
5,100 white breast cancer patients will be eligible for the on-going study. All African-
American women and a 10% random sample of white women are invited to participate in the
interview. After excluding cases who are deceased or have a personal history of breast
cancer, interviews are expected to be completed for 733 cases (347 blacks and 386 whites).

Controls include a probability sample of women who meet the following criteria: (1)
No previous history of breast cancer; (2) alive and between the ages of 35 and 79 years at
the time of selection into the study; (3) residing in Alameda, Contra Costa, San Francisco, San
Mateo, or Santa Clara counties, California, at the time of selection into the study; (4} African-
American or white based on self-identification.

Controls are identified through random-digit-dialing (RDD). A bank of 70,000 random
numbers has been established for the three on-going case-control studies. The random
numbers are called by four telephone specialists in monthly waves of 2,200 (even months) or
2,800 (uneven months) nhumbers. After completion of each wave, controls are randomly
selected into the study from the pool of eligibles. Controls are frequency-matched to cases by
race (African-American, white) and five-year age group {35-39, .... 75-70). Equal nhumber of
case and control interviews will be completed.

2.1.2. Data collection procedures

Data collection is performed by experienced professional interviewers and involves a
brief screening interview administered over the telephone and an in-person interview usually
administered at the participant’s home. The screening interview inquires about current age,
racial/ethnic background, adoption status, Jewish heritage, personal history of breast or
ovarian cancer, and history of cancer in first-degree relatives. The in-home interview involves
the administration of the consent form, a structured questionnaire, and the measurement of
weight, height, waist and hip circumference, and skin pigmentation using a Minolta
Chromameter. The questionnaire inquires about demographic background, physical activity,
sunlight exposure, diet, supplement intake, anthropometry, residential history, occupational
history, pregnancy history, menstrual history, hormone use, and medical history.
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2.1.3. Data management

Progress in RDD and data collection (e.g., screening, in-person interview,
measurements) is monitored through two computerized FOXPRO tracking systems. Data entry
of screening and questionnaire data is also performed through FOXPRO data entry screens.

2.2. Progress of On-going Data Collection
2.2.1. Data collection instruments

Data collection was able to start immediately following the receipt of the award since
data collection for the two complementary studies that use the same protocol was already on-
going by July 1996.

The screening and in-person questionnaires had been developed and thoroughly pilot
tested as part of the two complementary studies.

2.2.2. Interviewers

Additional professional interviewers were hired and thoroughly trained. A two-week
training curriculum, an interviewer’s manual on interviewing techniques, guestion-specific
instructions, and protocols for the measurements were developed in order to provide
standardized training to all interviewers and assure the collection of high-quality and unbiased
data.

2.2.3. Completed field work

Cases: As of the end of June 1997, 1,337 newly diagnosed breast cancer cases had
been reported to the cancer registry who were listed as African-American or white and who
had been diagnosed during the ascertainment period of interest. A 10% random sample of
white cases and all African-American cases were eligible for inclusion in the study (N=279).
Of these, 13 had a prior diagnosis of breast cancer and 15 cases were deceased at the time -
of contact, and were therefore excluded from the study. As required by the cancer registries,
the physicians of these patients were contacted, and contraindications were given for 4
patients (1.6 % of eligible cases). :

Of the 247 remaining cases eligible for contact by the interviewer, 25 have not yet
been assigned to the interviewers and 36 are currently being processed. Of the remaining 186
cases, the telephone screening interview has been completed for 156 cases (84%), 28 cases
refused to participate {15%), and 2 cases (1%) could not be located.

Among those who completed the screening interview, 125 cases self-identified
themselves as African-American or white. Of these, 18 are currently being contacted by the
interviewers. Among the remaining 107 cases, 87 (81%) have completed the in-person
interview and measurements (including 49 white and 38 African-American cases), whereas 20
refused participation (19%).

Controls: To date, about 30,000 random telephone numbers have been closed out and
screened for eligible population controls for the three on-going studies. From the pool of
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eligibles, 316 controls were selected into the DOD study. Of these, 25 have not been
assigned yet and 56 are currently being processed. A number of controls were excluded
during the screening process: 11 had prior breast cancer, 3 did not self-identify themselves as
African-American or white, 3 did not speak English or Spanish, 1 was deceased, and 7 had a
non-functioning telephone number. Of the remaining 210 eligible controls, 178 (85%)
completed the screening interview, whereas 32 (15%) refused participation.

Of the controls eligible for the in-person interview, 31 are currently being contacted by
the interviewers. Among the remaining 147 controls, 119 (81%) completed the in-person
interview and measurements (including 71 white and 48 African-American controls), whereas
28 (19%) refused participation.

2.2.4. Corhpleted interviews vs. work scope

Of the 1,466 interviews to be completed over the course of the study, 14% of the
work was completed during year 1 of the project, which corresponds with the volume of work
budgeted for year 1. A total of 700 interviews are scheduled to be completed by the end of
year-2 of the project.
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